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(D) Japanese Unexamined Patent Publication No. 2001-188680 
Abstract 

BACKGROUND OF THE INVENTION 

Since pharmaceutical products influence human bodies, Ministry of Health, Labor, 
and Welfare and other Japanese authorities have set up strict standards of the data 
management of the safety-tests to prevent the data alteration. 

These standards are generally called 'GLP(Good Laboratory Practice)', and the 
computer systems which manage the data also should be compliance with GLP. 

As a matter of course, the system design must be compliance with GLP standards. 
The software installation becomes very expensive since the product market is niche 
and requires a unique know-how. Also, when the software has been installed, 
installation validation is required to check whether the system meets the GLP 
standards and runs property. Even after the software has started its operation, when 
the system has version-updates, users are required to re-validate the system in order ~ 
to assure that the system is not altered but properly operated and kept its 
documentation. 

However, all functions are bundled as a packaged system to be installed, operated, 
and assured GLP. As a consequence, users had to re-validate all the system even only 
one part of the system has been updated its version. Since operational validation 
regularly took more than 3 months with 2-3 people, system validation after software's 
bug fix release or function update has not been actually conducted. In addition, the 
past software that all functions are bundles as one package contains many useless 
functions and this ended up with high system cost. 

In addition, even the system requires user authentication upon start-up, the system 
is kept its operation until system termination even if user has been changed. Thus, the 
system is unable to substantially determine the system user, and this caused problem 
upon GLP compliance. 

AIM OF THE INVENTION 

To provide a system which is easy to conduct operational qualification, start-up 
program selecting system with low-cost, and unified authentication system. 

SUMMARY OF THE INVENTION 

(1) 

The start-up program selecting system is consisted of: 
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Program storing unit which stores several programs which its' functions 
are divided by each data item or/and by each operation. 

Program starting-up method, which several programs mentioned above is 
registered, and starting at least one registered program. 
Data listing method, which lists the programs registered to the starting-up 
method mentioned above. 

Program selecting method, which selects the expected program from the 
list of data listing method mentioned above. 

(2) 

The pharmaceutical study data management system manages data such as general 
conditions observations of human bodies, which test articles have administrated. 
The start-up program selecting system is consisted of: 

Program storing unit which stores several programs which its' functions 
are divided by each data item or/and by each operation. 

Program starting-up method, which several programs mentioned above is 
- registered, and starting at least one registered program. - 

Data listing method, which lists the programs registered to the starting-up 
method mentioned above. 

Program selecting method, which selects the expected program from the 
list of data listing method mentioned above. 

(3) 

The methods below are also included: 

Start-up confirmation method, which confirms at regular time intervals 
that one of the start-up program to be kept running. 

User authentication method, which requires the users' authentication 
information input at regular intervals while start-up confirmation method 
mentioned above confirms one of the program to be kept running. 

(4) 

In addition, the system includes the authentication information retention method, 
which holds validity information of user authentication data developed by the user 
authentication method. On program start-up, the program with valid authentication 
will start running, and not start running if invalid. This judgment is depends to the 
validity information kept to the authentication information retention method stated 
above 
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